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7 a *j =t tv * fc n% >v v- 7 ao^s^^^t 7 > y /7 y — /v* & tt-t <o%&m 

Ufc±^j»^l4«EJKS £3£S Lfc¥*&*fc&flS#&1000 /z m~^2000 /z mO!p|&£?5 
tALfc#7°i?/WW$?£LV\, l#7°1?/^«9 7 y— A-£30m g^pf 

yy7^H*^t^S <9 15mg-g-W-t"5^7 7 P "fe^lJ<D^', 4^-~5-^-CD7J 7° 
-fe/^/hM'fbi-S r. ir^nXfg^fcSo ^fc. 7 ^77*7 y— /^R^^if7^77° 
7 y— /K03t^&ttfr«r 6 0 m g 7J 7°i?/^J tUt3 1^7° 

/^S N 3 Omg^r7J7°-&A#J<h LTf* 5 4§-75^ 3 -^7J7°ir/^ nTtg-CfeSo 
-f-— Itl^m^) , ^yyy>-.xyyy (Zollinger- 

Einson) mmm, n#t. ^afctfe&it^ &t^&#;b&v^^ii£isf£*m 

(Symptomatic Gastroesophageal Reflux Disease (Symptomatic GERD)) S NUD 
(Non Ulcer Dyspepsia) „ ff££ (W — n^dfi/'- 1 (7) jfrlS^-TF^ =fc -5 -l' 

*J J: 0tH Atti ^ 5 ±^iftf Ulii©»*J^ «H^hW7> (^flf^K^W 



WO 2004/035052 PCT/JP2003/013152 

22 

rft&<£7£t£j&#j t ttii MxJi eaymi> 
Wx.il <<~i/ y ^^t«K (Mx.fl r^^v-y^ ^^/w^^y ^ 
iO „ r^y^y^^K^^w (Mx.fi yi^w 

r>T5*V— A^fb-a^J LTfl Mx.fl /hn^/-/K ^t/- 

15 Asizz&mf btL^o rtf^-r^^j iruxfi Mx.fl if^^^Btife46, br* 

Mx.fl ^n^riJ-s^ is7°v*-y-yis?j:k*&mT btiZ> 0 bVfrrt^ ^]) ^ 

#CM3ft (Mx.fl T^e^v-v-y^) &£l>Vii;fcftoy 
20 (Mx.fl ^^y^cz^^W^) ££f#fflLTfflV^<07)W;§; LV\ ifcfc. 

7yy7°7 y — ^ 7^y^7 — a r ft <t <DH#j0f /b fi^ttfc^ y ^ * y ^ 

25 Mx.fl 7^^7*7^ /KOi§-B\ «IS^<^7>yy^y s -Al 5mg^ 

W# 3 -51-77 y-fe Af^, Ife3 0mg -^^77 Zf-t/UMte 1 ^-fe/KC 

^ ^ ft 9 ^ £ ft < ^MU^<Dj&ft(nm*m$LX*% % <DX\ 1 5 m g ~7°~^.)V 
^Jf^4-^-7!;M5^yir/Uf^ 3 0 m g ^^y-tr/l^ijfi 3 Wlb^ 5 
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£ fc, 7 ^ y 7° 7 y-/KD)tfffitt*Oi^ , 3 O m g N 4 0 m g 33 <fc O* 6 
0mg^i-S^7 7°ir^iJffl^, ZtlJrtl, 3 ^75^ 5 ^ 7°ir/K 2fM4 
#^7 T'-tr/Wo £t>* 1 3 ^Zf±7^m^^ r t 5„ 90m g ^ft - * 

# 7°ir /l^H t 1 3 T-ir /w^ffl V n 5 ^ t &X f? 5 D 

^W-f-Si7 7°-fe/^Jfi, ^I^CW^^ttt, t"9^tty 

#J<tLT\ j£A (6 0kg) fcfcTU iP6«J^t5^ f»i:L^ 
0. 5~1 5 0 Omg/0, £?£L< 5 ~ 1 5 Omg/BtfcS, r*Lk-< 
> yyw«^W^tt, 1 0 1 0£fcfi 2~ 3 m^WT&^L 

^mm^mi^tKDib, t<D^im^tt-h^mti^m^m-r^txh^\ 
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y— /Wm*%W&£kl& t bTlSl&£tWc;0^ ^<7^f£ H %fb^J&5>Jbfc 
(WO00/78745#) Sim'Z&MiW&'&f&'t&vnmMt &oTV^ 0 mti N — Jt$ 

■£tim LT t ir ttfc £>i\ * 7c 7 ^ y 7° 7 y*— ^Srfrtf*S»Sr»3ie bfcii 

if <d#j^ * « fc «>, yiyy-fy y-/u<DM&m&*mw%- h &&&& 
fc Lfc 0 t/^^y^y^ y-^R^^-Tfc^B m * b< ii7yy/7 y- 

/URftWTkftl^ $ b< fi7^7^7/- ^ • 0. 57KfP^*>SV^i7 

l/V-7=7 y —/Htffc -1.5 7kfn4fe) £r^J 2 0 ~#\J 1 0 0 °C fc^rf § 

^7^M£fT?<^J:v\, #£b< tei&)4 0~^8 0°C, £ & L < ttJfl 

mmmmm i 

7 ^ y y ^ y — /wr f*w-g^ 

8 OmLHifi bfc^^^Ti? h^5 5mL £tK2 7 OmLWiMI 3 ^ 1 0 
#a>ti"Ci8Tbfco &KtK 3 4 0 m L SrjO 2 0 #/WCigT U 0~10°CT* 

l^m^bfCo #rtfJb7c*£JI«ri8J&U Tirt^/* (1/5) ii9 0mL, 
gcV^TTK 9 0 m L -?m$ bfc 0 #e>ttfcS3^B%^ 6 5 °CT#D 7 B#B3«BE#j!fc U 
W7yyy7y-/l/RM#fc (HX*: 3 8. 4g N IR^: 9 6%) „ &:}b\ 
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SUgfrdt : C : 52. 03, H : 3. 82, N : 11. 38, S : 8. 68, F : 15. 43, O : 8. 66 
MMiU : C : 51. 77, H : 3. 84, N : 11. 39, S : 8. 59, F : 15. 48 
5 'H-NMR (CDC1 3 ) : 2. 25 (3H, s), 4. 39 (2H, q, J=7. 8Hz), 4. 72 (1H, d, J=13. 8Hz) , 

4. 85 (1H, d, J=13. 8Hz), 6.69(lH,d), 7. 31-7. 80(4H, m) , 8.35(lH,d), 11.5(lH,br 
S) 

it^mm mm&ftmm) -.9 8. 3 % 

10 yt^M& : 1 0 0 % e e 

Tk^- (KFft) : 0. 5% 

15 =7^V~77 /PR ft: -1.5 7k?P^ ( 1 0 g ) 6 0 °C-C^ 8 H# Pb1^±^ 

ML, ft&M s 7'>"S'7 s 7^— /PRf££#fc (IR^: 9. 3g, ifcs£ : 10 0%) „ 

Stra^E : C : 52. 03, H : 3. 82, N : 11. 38, S : 8. 68, F : 15. 43, 0 : 8. 66 
MMU : C : 52. 17, H : 3. 92, N : 11. 23, S : 8. 58, F : 15. 40 
20 l H-NMR (CDC1 3 ) : 2. 25 (3H, S) , 4. 39 (2H, q, J=7. 8Hz) , 4. 72 (1H, d, J=13. 8Hz) , 

4. 85 (1H, d, J=13. 8Hz), 6. 69 (1H, d) , 7. 31-7. 80 (4H, m) , 8. 35 (1H, d), 11. 5(lH,br 
S) 

ft^*fc£ : 9 7 . 9 % (jBSl^«l) 
25 yt^MSE : 9 9 . 8 % e e 

(KFS) : 0. 7% 

aSitHJfeflJ 3 

>-y ^-/pR^-a-fig 
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7yy^7^R^- i. 5 7Kfo^ (io g ) &me 5°c-?m7B%mmm.%t 

j»U »7>y/7/-MM#fc OK*: 9. 3g, J&^: 10 0%) „ 

Slraftt : C : 52. 03, H : 3. 82, N : 11. 38, S : 8. 68, F : 15. 43, 0 : 8. 66 
MfflM : C : 52. 08, H : 3. 90, N : 11. 25, S : 8. 56, F : 15. 37 
'H-NMR (CDC1 3 ) : 2. 25 (3H, S) , 4. 39 (2H, q, J=7. 8Hz) , 4. 72 (1H, d, J=13. 8Hz) , 
4.85(1H, d, J=13. 8Hz), 6. 69 (1H, d) , 7. 31-7. 80 (4H, m) , 8. 35 (1H, d) , 11. 5 (lH.br 

S) 

ffc¥*fc£ : 9 8 . 4 % (ffi}»^#») 
#3**6* : 1 0 O % e e 
tR^j- (KFS) : 0. 4% 



v^y^y^— /VRft • 1. 5tKM5 (lOg) Sr^J 6 5 'C'C^j 8 ^f^PI^ u 
W7^y/7^R*« ODt* : 9. 3g, Ifc*: 10 0%) „ 

WmiU: C : 52. 03, H : 3. 82, N : 11. 38, S : 8. 68, F : 15. 43, 0:8.66 

MMU : C : 52. 12, H : 3. 74, N : 11. 30, S : 8. 74, F : 15. 40 

^-NMR (CDC1 3 ) : 2. 25 (3H, S) , 4. 39 (2H, q, J=7. 8Hz) , 4. 72 (1H, d, J=13. 8Hz) , 

4. 85 (1H, d, J=13. 8Hz), 6. 69 (1H, d), 7. 31-7. 80(4H, ra) , 8. 35 (1H, d) , 11. 5(1H, br 

S) 

it^mm. : 9 7 . 6 % (ffiii^t) 

ft^mm. : 9 9 . 7 % e e 
7K5> (KFft) : 0. 5% 
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7l/y7^y—;VKfo • 0. 5 7KM5 (lOg) &m7 o c c-vmsv$NiWi&i& 

iU *fi^7yy^7^R#*#fc OK*: 9. 8 g> Ifc^: 10 0%) „ 

5 WmiM : C : 52. 03, H : 3. 82, N : 11. 38, S : 8. 68, F : 15. 43, 0:8.66 

MMiU: C:51.98, H : 3. 95, N : 11. 30, S : 8. 78, F : 15. 35 
^-NMR (CDC1 3 ) : 2. 25 (3H, S) , 4. 39 (2H, q, J=7. 8Hz) , 4. 72 (1H, d, J=13. 8Hz) , 
4. 85(1H, d, J=13. 8Hz), 6.69(lH,d), 7. 31-7. 80(4H, m) , 8.35(lH,d), 11.5(lH,br 
S) 

10 ffijfcxm : fcT— ? &|&J6ftl^ 

it^nm : 9 8 . o % oa^^w) 

3fc^M^ : 9 9 . 6 % e e 
7K5> (KFj£) : 0. 7% 

15 1 

r^yy^y— /i-RfcrnTkyoffiik m 1 : *&5icx*§iii]Urs#HB) 4 o g ^ri? 

h > 1 8 OmLt^Lf^MT-fe 5mL ^tK2 7 OmLCO^S^t 

20 0-1 0 °C-cm 1 H^itl* L7c 0 m LTc^b^M* U T1? h ^/tK ( 1 / 

5) |$9 0mL, j^T* 9 0 m L "e?fc# Lfc 0 #b;ftfcS*£^£r*\J 3 0 °Cl? 

7 NFre«£Eft«l U 7yy^7^Mtf- 0. 5*fn#J&&fc (HXft: 3 9. 
3g, JR* : 9 6%) o fc*3 x ^cffi^tiTO^fi^^y^^y-^R^ • 1. 

25 7C§Sf##T 

Sfro^fi : C : 50. 79, H : 4. 00, N : 11. 11, S : 8. 47, F : 15. 06, 0 : 10. 57 

MMiU : C : 51. 00, H : 3. 92, N : 11. 23, S : 8. 65, F : 15. 10 

X H-NMR (CDC1 3 ) : 2. 25(3H, S), 4. 39 (2H, q, J=7. 8Hz) , 4. 72(lH, d, J=13. 8Hz) , 

4. 85(1H, d, J=13. 8Hz), 6.69(lH,d), 7. 31-7. 80(4H, m) , 8. 35(lH,d), 11. 5(1H, br 
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S) 

W3iXBm$f : fe^-fflffi (d) 9.50, 8.73, 8.31, 5.57, 5.18, 4.80, 4.20 

tt&mjg. : 9 9 . 6 % mm&ftmw.) 

yt^m& : 1 0 0 % 

fcft (KFft) : 2. 4% 



7^y^7)/— ^Rfr*S*«Kfe* (0 1 : *&5|cXj|fUU$fEI#H&) 4 0 g 2rT-fe 
10 h^l 8 OmL^^bfc^^^Tir 5mLi:7k2 7 OmL©!!^^ 

filO #iWCMT bfc 0 mZ-Wfafc*. 340mL^20 ^^IttlT U O 

~io <c-e&j i n#ra«# ufc 0 mm isttf&M* u r-t b ( 1 / 5 ) 

m& 9 O m L N ^TtK 9 0 m L T*gfe# Lfc G # thfc.W.$sih 1 5 0 C"e^ 5 
0#^^J±^#L, 7yy7"7^R<*- 1. 57KfO^^#fc (UXS: 4 1. 6 
15 g N : 9 7%) o &33, ^ffi^Hij^^B^^^y^^y— ^Rfls • 1. 5 

WmiW. : C : 50. 39, H : 4. 05, N : 11. 02, S : 8. 41, F : 14. 94, 0 : 11. 19 
MMiU : C : 50. 50, H : 3. 94, N : 11. 32, S : 8. 25, F : 14. 73 
20 ^-NMR (CDC1 3 ) : 2. 25 (3H, S) , 4. 39 (2H, q, J=7. 8Hz) , 4. 72 (1H, d, J=13. 8Hz) , 

4. 85(1H, d, J=13. 8Hz), 6.69(lH,d), 7. 31-7. 80(4H, m) , 8.35(lH,d), 11.5(lH,br 
S) 

^7fcX$||H]#f : te^BOPI ( d ) 8. 91, 8. 07, 6. 62, 6. 00, 5. 92, 5. 66, 5. 04, 
4. 51 

25 f t^mm : 9 9 . 6 % (058m# 

7t^« : 10 0% 

(KFjfe) : 6. 8% 



^J^JS^I 1 
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5 &gjjs&$ (7n^yMii, cf) ^v-a^s • -cAy^mmmm^An, tK 

n — ^-|Hfe^:300rpm N : 1. 8g/£\ X7°U— ^-TW. : 0. 2kg/cm\ * 

10 U *Lfl"Cffl&iS U 710/im~1420/itti<DS^^#S o 

LAB-l) ^fflV^n-T>fy^U -?:<0*^^t, *Jft-Cfft§U 850- 

1420 ix mcDmmvkmm&nZo ^-^v v^'MMM*«#$fuiift : o. 6mv^ ^ 

MfflS : 85°C, : 8g/# x V-^TJ±7J : lkg/cm 2 T-ff 5 0 

15 #b^xfc!IB«i{c^/^^*5J;t>^Tnv?/^M-^-t-5 a #6)ttfc^^l50mg 

(^^y^^y^^Rfls: 30mg+aS*) . 200mg (9 ^7 V*— /IsRfc 40mgfg 
^ft) *3 «fc t*300mg (7 yy^7^- 60mg+@^4) Z^ttl^tU^ 3-^*3 
«fc tWTJ ^Hr/WC 3teJ«-r 5 a 

20 iSgPJUWJ 2 

25 h*±®k CF) fcL^aSF ■ -CA/^^at^pp5rAtL N t Ko^f-v'7 , nt>t/^ 

: ff/W) bllB^ilM^Jfcct^Klf *IJ^ 

f£:300rpm % : 1. 8g/£\ J^W- ^TJE : 0. 2kg/cm 2 . * U y h^TBE 

^3 : 0. 2kg/cm 2 -etT 5 , ftbtlittmmtiL&to'C* 20B#|HJ^|£*lfe U %BX*B 
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i!U 710/xm~1420/xm<£>®l& ; £r#5o 

0 S LAB-l) SrfflWra— i^U *0**ftj*UT*if8f"CfSi8U 850~ 
1420jum©»&t§:*gJ£«r#S o 3-^-f^^*#li^Si : 0. 6m 3 /$h £ 

: 85°c, mwm& 8 g /^\ ^yu—^r^ts ■. lkg/w-cfr ? 0 

(^^y^^y— A-Rffc 30mg^g^4) „ 200mg (7yy/7/-Mft 40mg*@ 
So «t t/300mg (7^y^y— z^Rft 60mg*@^fi) ^tl^h^ 3-^So 



(*ft#n n n ) , t Ka^P tVHr a — * *j i tm.it'f-^ ^ Sr <fc < *S 

zfe3£fpm£iJ£i-5o i§<frtelb3£*H« (^d^yHfi, cf) K^alS--? 
A.^A/^^p B o^AtL, t Kb^/o kVHr;m-^M(2?5 : W/W) 

*fN*ta — [H)$g^c:300rpin, : 1. 8g/£\ ^y^-^TJE : 

0. 2kg/cm 2 , * V y h^Tl±t) : 0. 2kg/cm 2 -Cfr 5 » #^tLfc^»^40°C, 20 

H#WK^$£j!ftU AIS"etSlifiU 710/zra~1420^mCOS^^# ; 5o 

m, LAB-l) Sr/BV^T^ — ?V y^U ^<P*£S£&LT&«rT?iSiflU 850- 
1420 ju m<7>ft§|gH3*i£f#6o = ' — 'T" -f ^^lft^#fi#&^SLfi : 0. 6m 3 /^ ^ 
: 85°C, m&mm : 8g/£\ ^/WXTJITJ : lkg/cm 2 ^ 5 . 
# h tiitum. Kf/UfjsX tf^ T a iS/U&m&'t 5 0 lib ttfc^^ 1 50mg 
(^^y^^y^-Z^R^ 30mg+@^4) „ 200mg (7yy7*7^Rfr 40mg|g 
*5 «fc l*300mg (7Vy7*7y*^R^ 60mg+@^ft) &-£tl^tl4W^ 3-^*5 
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ffi. i60mgf com.j& 



yam (S#p n p) 

3— >^y— 
mit?-? y 

yam 

>-.xy~- 
mit^f y 







HJfc09 3 


50mg 


50mg 


50mg 


40mg 


40mg 


40mg 


14mg 


14mg 


14mg 


26mg 


26mg 


36mg 


9mg 


Omg 


Omg 


lOmg 


lOmg 


12. 5mg 


Omg 


Omg 


6. 5mg 


5mg 


lOmg 




2. 5mg 


Omg 




2. 5mg 


2. 5mg 




Omg 


6. 5mg 




lmg 


lmg 


lmg 


49 /i 1 


49 ix 1 


49 /xl 



160mg 



3 — v~ -f y?ffl&& 

y y y y /Hfc*i^# 
y^y 



86.7mg(@7&&# 26mg) 
7. 8rag 
2. 5mg 
2. 5mg 
1. Omg 
119. 5^ 1 
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® ^^v'DA MgC0 3 
(D#<^# > «7 A CaC0 3 
(3) Ifcf Jf* is <? i» MgO 
© Tk^Hb^ y'-t> ^ ^ A Mg(0H) 2 

(2) LfcfW^ 40°C / 75%Mmm<D{%ft0ki l ¥T-V5affl{&WLtc o % 
P N t*)|Sf(D^(^^b?rrT'(ffi-t--5fc^^ N International Color Manual K^^^X^ 
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39. 8mg mWfoh tt) 

160mg 
39. 8rag 
199. 8mg 

199. 8mg 
0. lrag 
0. lrag 
200mg 

30mgfB^* 40mgfB^S 60mg*g^ 

150rag 200mg 300mg 

lfi(4-^-) lfl§(3^) lf@(2-^) 



WO 2004/035052 PCT/JP2003/013152 

33 



2 





(A/i££) 






(5°C 5B^) 


40°C/75%RH 


MgC0 3 


1/1 






CaC0 3 


1/1 






MgO 


1/1 




(3Ht& b) 


Mg (OH) 2 


1/1 




('^bft b) 


S^HUfe b 


1/0 







m2£*)^ 40°C/75%RH 5P^^*5V^T, timr??*^*} ^ ^#/^r>A, 
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m ?fc <d is is 

i. IIMl^ofy^y^ytW- (ppi) fEm^^^M,^^ 

3 . ^X-f ^ ( I ) : 



R 3 




(I) 



:£J;t>*R 4 {i N ^etL^IWl— ^fcfiM&oT, tK^T-, g^^^TLTV^Tt> 

4. ^^xy ^ *"x— /^mk&y9<Dyt¥fe&fc&. 7>y^7^K 
w--?hz> ft 2 ie«c<^ @ itmm* 

8 . *£^t£j£g^ ^(75 1 fc: tt 1 %7kSSf© p H a* 2 5 °CT? 8 . 0 

9. i^ttts^^ m.m^?'*^v^ mmtx^ry^ ^mit-??*^*?^ 
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i o . mmm & ^-r s i mm?> mnmpi 

ii. vmmtfi, mm^mm^mmmi om^mmmm. 

l 6 . gHfc-e ^ v ? A „ >r SN- y j» „ ftJSWcBWbT /v- ^ = ? a y 

ikT^x-v-^t Tk^b-v ^ r> a <D&tm>, famtrtv ^ai-v ^ 
-r s it^jg 1 4 mm<v mmw^o 
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2 2. mm®&.&&WS&'t Z> l»*«2 HE«^>^3t^feo 

2 3. (R#0 ^TK^Sr^J 2 0 1 O 0°C^ 

2 4. ^40-^18 O^^SPB-T^r i^#^i:-rSft^2 312*6^^^ 

2 5. 7VW^- (Rfr) WO. 5 TKf P^pll £#\J 

50~|]70 °C^PlRi-r 5 If ^ 2 3 !E«<Z>$Kg|feo 
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